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AAMI Technical Information Report

A technical information report (TIR) is a publication of the Association for the Advancement of Medical
Instrumentation (AAMI) Standards Board that addresses a particular aspect of medical technology.

Although the material presented in a TIR may need further evaluation by experts, releasing the information is
valuable because the industry and the professions have an immediate need for it.

A TIR differs markedly from a standard or recommended practice, and readers should understand the differences
between these documents.

Standards and recommended practices are subject to a formal process of committee approval, public review, and
resolution of all comments. This process of consensus is supervised by the AAMI Standards Board and, in the case
of American National Standards, by the American National Standards Institute.

A TIR is not subject to the same formal approval process as a standard. However, a TIR is approved for distribution
by a technical committee and the AAMI Standards Board.

Another difference is that, although both standards and TIRs are periodically reviewed, a standard must be acted
on—reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every
10 years. For a TIR, AAMI consults with a technical committee about five years after the publication date (and
periodically thereafter) for guidance on whether the document is still useful—that is, to check that the information is
relevant or of historical value. If the information is not useful, the TIR is removed from circulation.

A TIR may be developed because it is more responsive to underlying safety or performance issues than a standard
or recommended practice, or because achieving consensus is extremely difficult or unlikely. Unlike a standard, a TIR
permits the inclusion of differing viewpoints on technical issues.

CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time. Because it addresses a rapidly evolving
field or technology, readers are cautioned to ensure that they have also considered information that may be more
recent than this document.

All standards, recommended practices, technical information reports, and other types of technical documents
developed by AAMI are voluntary, and their application is solely within the discretion and professional judgment of the
user of the document. Occasionally, voluntary technical documents are adopted by government regulatory agencies
or procurement authorities, in which case the adopting agency is responsible for enforcement of its rules and
regulations.

Comments on this technical information report are invited and should be sent to AAMI, Attn: Standards
Department, 901 N. Glebe Road, Suite 300, Arlington, VA 22203.

Published by

AAMI
901 N. Glebe Road, Suite 300
Arlington, VA 22203

WwWw.aami.org
© 2014 by the Association for the Advancement of Medical Instrumentation

All Rights Reserved

Publication, reproduction, photocopying, storage, or transmission, electronically or otherwise, of all or any part of this
document without the prior written permission of the Association for the Advancement of Medical Instrumentation is
strictly prohibited by law. It is illegal under federal law (17 U.S.C. § 101, et seq.) to make copies of all or any part of
this document (whether internally or externally) without the prior written permission of the Association for the
Advancement of Medical Instrumentation. Violators risk legal action, including civil and criminal penalties, and
damages of $100,000 per offense. For permission regarding the use of all or any part of this document, contact
the Copyright Clearance Center.

Printed in the United States of America

ISBN 978-1-57020-574-3


http://www.aami.org/

Contents Page
Glossary Of @QUIVAIENT STANTAITUS ........eieiiiiiiiii e et e e e e e st e e e e e e s s st e et e e e e e s saatbeaeeaeeessatssaaeeaaeseasnsraeees iv
(0% g 0TI (TR (=] o] (=T 1 -1 o] o HO PP EUPRR P \Y
L0 (=Y o o [T OO OO TP O TP PP PP OPPPPRUPI viii
[T goTo (8ot o] o IO T OO OO TP O TP PP PP PPTOPPPPRUPI 1
S oTe] o L= PP P PP P PP U PPPPPPP 1
I ©1=T g T - | T T OO PO PO TP O PPPTPPPRPPRORIT 1
1.2 INCIUSIONS ...ttt ettt et e et et e et et e e s bt e et e e e bt e e e nab e e e e e e e s 1
1.3 EXCIUSIONS. ...ttt ettt e et e et e et et e e e s e s 1
2 Definitions and abBreVIAtIONS ..........uiiiiiiiiieiie e 1
T = o [ Toy VAo (oA =1 (o] o] 4o 1= o | PR UPPRR P 2
4 PTOCEUUIES. ... .ttt ettt e btk e e bt 4 bt e e b et e b et s bt e okt e e b et e b e e e be e e R et e b e e R et be et ees 2
4.1 General CONSIAEIALIONS ......cccvuiiieeirii ittt e bt e bt e bt e be et e e b e et eeebe et eenne e e 2
4.2 Roles and responsibilities 0f the SENAEN ........c...vviiiii e e e e e e e e s aaees 2
4.3 Roles and responsibilities Of the FECEIVET...........uviiiii e e e e e e e e e s aaees 3
4.3.1  COMIMUNMICAION. ...ttt ittt ittt e ettt e b e e b e e b e b et e be e b e e e be s e b e e e be e e nbeeennee e e 3
4.3.2 Financial reSPONSIDIlILY .........eiiiiiiiiii e e e e e e e s e st r e e e e e e s renrraees 3
4.3.3 DEVICE rESPONSIDIIILY .......viieiieie e e e e e e e e e e s et e e e e e e e e anrraee s 3
o Lo [ 1S3 1o ] o PO RP O PPRPRRN 3
IS Tod o= To (U1 o PP OUP O PPRPRRN 4
45.1 (D=1 1LY o PO UPPR 4
452  Information from SENUET .........coiiiiiiiie it 4
45.3 PrOCESSING LM .eeeiiiii ittt e e e et e e e e e e e e e e e e e et b e b e et e e e s aatatbeeeaeeeeananrraeees 4
I = =Tt o) S PP UUR R OPPPRPRN 4
G =1 (1 o PP P PP PP PP PP PPPPPPPPPPPPPPPPPPPPR 4
4.8 Tracking and dOCUMENTALION. ........ciiiiuiiiiie e e eeiiit et e e e e s r e e e e e s st e e e e e e s satbereeeeaessasseraesaaesaasssbaneeaeeessnnses 5
4.8.1  General CONSIAEIALIONS. ........cuuiiritiiee ittt e e e e b e b e e nne e e 5
4.8.2  DOCUMENTALION ...eeutiiiiiieiitie ettt e e bt e e be e b e e e be e b e e e be e e b e e nnee e 5
4.8.3 RECEIPt AOCUMEBNTALION ... ueiiiii it e e e e e e e e e e e e e e e e e s e e tatr e et aeeseananrraees 5
21T o1 T To ] =T o] 1 )RS PRSP 6



Glossary of equivalent standards

International Standards adopted in the United States may include normative references to other International
Standards. AAMI maintains a current list of each International Standard that has been adopted by AAMI (and ANSI).
Available on the AAMI website at the address below, this list gives the corresponding U.S. designation and level of
equivalency to the International Standard.

www.aami.org/standards/glossary.pdf
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